Jomatox 1

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb
03.10.2025 Ne 1514

Inentudikariist CyTTEBOI MOMPaBKU

Bbpomypa nocnmimauka RO5541267, Tecentriq (atezolizumab), Bepcis 22 Big maunHs 2025 poky,
aHTITICHKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 549 Bin 27.08.2015

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«3s da3za, BiIKpUTE, PaHIOMI30BaHE JOCITIKEHHS ISl OIIIHKU e(DeKTHBHOCTI Ta O€3MEeKH MpermapaTy
ATte3onizymad (ANTI-PD - L1 anTuTiio) B MOpiBHIHHI 3 ONTUMAJIBEHOIO MIATPUMYIOUOIO TEPAIIE0
micas  aa’FOBaHTHOI XiMioTeparii ocHOBaHOi Ha llucriaTuHi y TAIi€eHTiB 3  TIOBHICTIO
pe3ekTadenbHUM HeIpiOHOKIITHHHUM pakoM Jerenb IB-IIIA cramiin, GO29527, Bepcis 12 Bin
24 tpasust 2024 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIIIOBIJIAJIBHICTIO «ITilli/li FOKPEVH», Ykpaina

Cnoncop, kpaiHa

F. Hoffmann-La Roche Ltd, Switzerland («®. Xoddpmann-Jls Pomr JItny, IIBeinapis)

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st ITIPI3BUILIE)



Jomatox 2

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

03.10.2025 No 1514

Inentudikariist CyTTEBOI MOMPaBKU

bpomypa nocnigauka MK-1308A, Bumannas 7 Bix 08 ceprmas 2025 poky, aHTIIHCHKO MOBOIO;
[TooBsxeHHs TPUBAJIOCTI KIIIHIYHOTO BUMPOOyBaHHs B YKpaiHi Ta cBiTi 10 29 x0BTHs 2026 poKy

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 762 Bin 20.04.2021

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«Bigkpure, panmomizoBane mociimpkenas I da3u mns ominkm edekTHBHOCTI Ta O€3MEYHOCTI
nemOponizymady (MK-3475) y xomb6inanii 3 Oemytudanom (MK-6482) Ta neHBaTMHIOOM
(MK-7902), abo MK-1308A y xomOiHamii 3 jeHBaTHHIOOM MOpPIBHSHO 3 TeMOpoizymaboMm i
JIEHBATUHIOOM B SIKOCTI MEpIIOi JiHiT Teparnii AJi1 yYaCHUKIB 3 PO3MOBCIOIKEHOIO CBITIOKIITUHHOIO
HUPKOBO-KIIITUHHOIO KapruHoMoro», MK-6482-012, 3 inkopmopoBaHoio momnpaBkoio 07 Bifg
25 gepBHs 2025 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo0 BianoBiganbHicTI0O «MC/I Ykpaina»

CnoHcop, kpaiHa

TOB Mepk lapn ean Joym, CIIIA (Merck Sharp & Dohme LLC, USA)

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



Jonmatok 3

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb
03.10.2025 Ne 1514

Inentudikariist CyTTEBOI MOMPaBKU

Jlocke mocmimxyBaHoro Jikapcebkoro 3aco0y: CT-P51 (ITemOponizyma0) Bepceis 2.1 Big 30 uepBHs
2025 poky

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 1397 Bix 08.08.2024

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«[loxBiiiHe ciine, paHIOMi30BaHE, KOHTPOJIbOBAHE AKTHBHUM IIPETIapaToM JOCITiKeHHs ¢a3u 1y
TPHOX MapaliebHUX IpyMax i OLIHKU (papMaKOKIHETUYHOI MOAIOHOCTI TPHOX JIKAPChKUX (Hopm
neMOpoutizymaldy (nmpenapary CT-P51, mpemapaty Kitpyna, cxsanenoro B €C, i npenapary Kitpyna,
minen3zoBanoro B CIIIA) B sikocTi ax’tOBaHTHOI Tepamii y MAIli€HTIB i3 MOBHICTIO BUIAJIICHOIO
menarnomoro crafii IIB, TIC Ta Iy, CT-P51 1.1, monpaska 5, Bepcis 4.0 Big 29 kBitHs 2025 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

Cnoncop, kpaiHa

«CEJUITPIOH, Ink.» Pecny6nika Kopes (CELLTRION, Inc. Republic of Korea)

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st ITIPI3BUILIE)



Jonmaroxk 4

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb
03.10.2025 Ne 1514

Inentudikariist CyTTEBOI MOMPaBKU

Onosnena bpomrypa nocminauka ains Hatpiit Imerenscrar, Buganus 21 Big 11 gumas 2025 poky;
Indpopmanis ansa namienra i @opma iHpopmoBanoi 3roau ais [logoBkeHol da3u AOCTIHKEHHS,
Mogenp nns Ykpaiam, Bepeis 2.0 Big 25 cepnus 2025 poky, ykpaiHCbKor MOBOO; [TogoBkeHHs
TPUBAJIOCTI KJIIHIYHOTO BUNPOOYBaHHs B YKpaiHi 10 31 rpyaus 2026 poky

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 2777 Bix 02.12.2020

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«[Jocmimxenns 3 ominku mpenapary Imerenscrar (GRN163L) y mikyBaHHI 3aleXHHX Bif
TpaHcy3iii mamieHTiB 3 MienogucmmacTuuHuM cuHapomoM (MJC) 3 «Hu3bkuM» abo
«TPOMDKHHMM- 1 » cTyneHeM pu3uky 3a mkanoro IPSS, 3 mporpecyBanHsam abo BiZICYyTHICTIO BiATIOBi A
Ha Tepariio eputpomnoe3-ctumyiatorounmu areuramu (ECA)», 63935937MDS3001, 3 nonpaskoro 8
Bij 30 nucronaga 2022 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Cnoncop, kpaiHa

I"'epon Kopnopeiinn, CIIA / Geron Corporation, USA

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



JlomaTok 5

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

03.10.2025 No 1514

Inentudikariist CyTTEBOI MOMPaBKU

OHOBIEHUH MPOTOKOJI KITHIYHOTO BUNIPOOYyBaHHs, Bepcist 4.0 Bix 31 munHs 2025 poky aHTIHCHKOIO
MoBor; OHOBIIeHa Oporrypa gociigauka no npenapary Tozopakimabd (Tozorakimab MEDI35006),
Bepcia 7.0 Bix 28 xBiTHa 2025 poky aHriilchkor MoBor; Kaptka «OHoBieHHs 100 Barroro
KJITHIYHOI'O JOCJIJIXKEHHS», Bepcis 1.0 Big 07.04.2025 p. ykpaiHCEKOK MOBOK; 3MiHA
BIJIITOBIJAJIBHOTO JOCHIIHUAKA:

BYJIO CTAJIO
J.M.H., toueHT Jlemuyk A.B. nikap Sxkumenko ['.B.
[IpuBaTHe Maye WiANPUEMCTBO, MeauuHuil | [IpuBatHe Mayie MIANMPUEMCTBO, MEIUYHUI
ueHtp «lIlymec», TepameBTuuHe BigaineHHs, | HeHTp «llymbcy, TepameBTHYHE BiAALICHHS,
M. Binnuns M. Binauns

Howmep ta nata nakazy MO3 mipo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1598 Bix 17.09.2024

Ha3Ba kiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«PannomizoBaHe, 6araToleHTPOBE, MOABIHHE CIIiNe, TPUBAJIOTO MPUIOMY, B MapajleIbHUX TPYIax,
iane6o-koHTponboBane fociikeHHs 11 ¢a3u ominku eekTHBHOCTI Ta Oe3neku To3opakimMaly
JUIsl YYAaCHUKIB 13 CUMIITOMaTHYHUM XPOHIYHUM OOCTPYKTHBHHMM 3aXBOpIOBaHHSM JjiereHb (XO3JI)
13 3aroctpenusmMu XO3JI B anamue3i (MIRANDA)», D9180C00012, Bepcis 2.0 Bix 12 yepBHS
2024 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

Cnoncop, kpaiHa

AstraZeneca AB, Sweden

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Onekcanap I'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)



Jlomatok 6

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb
03.10.2025 Ne 1514

InenTudikariist CyTTeBOI MOMPaBKU

[TonoBxeHHs TEpMiHY NMPOBEACHHS KIIIHIYHOTO BUIIPOOYyBaHHs B YKpaiHi 0 31 xoBTHs 2026 poky

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 2243 Bix 05.10.2020

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PaHOMi30BaHEe BIiJKPUTE KOHTPOJIbOBAHE MJOCHIDKCHHS (asu 3 3 OIIHKH 3aCTOCYBaHHS
Ka6o3anTinioy (XL184) y xomOiHamii 3 Are3omizymaboM Yy TOpPIBHSHHI 3 HOBITHBOIO
ropmoHansHoto Tepamieto (HI'T) mpyroi ninii y mnamieHTiB 3 METacCTaTUYHUM KacTpalliitHo-
PE3UCTEHTHUM PaKOM IepeaMixypoBoi 3amo3u», XL184—-315, monpaska 5.0 Big 24 ciuns 2023 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIANOBIJIAJIBHICTIO «®APMACBIOTIKAJI PICEPY
ACCOVYUHIMENTC YKPATHA» (TOB «®PA YKPAIHA»)

CnoHncop, kpaiHa

Exelixis, Inc., CIITA

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jlonatok 7

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

03.10.2025 No 1514

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa Ha3BH MiCllb IPOBEICHHS KJITHIYHOTO BUITPOOYBAHHS:

«Micpka guTSYa KIiHIYHA JIKapHS  No5y
JIHIMPOBCHKOI MICBKOI paau, HEBPOJOTIYHE

BYJIO CTAJIO
K.M.H. MakenoHcrka [.B. K.M.H. MakenoHcbka 1.B.
Komynanene HekomepiiiiHe mignpuemMcTtBo | KomyHanmpHe HEKOMepIiiiHE —MiJIPUEMCTBO

«Micpka OaraTomnpodisibHa KITiHIYHA JIIKaApHS
marepi Ta AUTHHH M. ipod. M.D. PynueBa»

BiJIIUIGHHS MOJIOAIIOTO BiKY, M. JIHIIpo JIHITpOBCHKOT MICBKOT panu, IUTSYE
HEBPOJIOTIYHE BiJtisieHHs1, M. JIHIpo

K.M.H. Kupnuuenko B.JI. K.M.H. Kupuuenko B.JI.

KomyHnanene HekomepiiiiHe mignpuemMcTBo | KoMmyHanmpHe HEKOMEpIiiHE —MiJIPUEMCTBO

«BigHUIBbKA o0OJracHa KJIiHIYHA | « BIHHULBKA oOJracHa KJIIHIYHA

NICUXOHEBPOJIOTiYHA  JIKAapHA  IM.  aKaj. | ICHXOHEBpOJIOTiYHa  JIKapHi IM.  aKal.

O.I. Omenka Binnunpkoi obmacHoi pagm», | O.1. IOmenka BinHMubKOi 006sacHOi pagm»,

IUTA4Ye  HeBposioriuHe  BiguieHHs  Ned, | oomacHuit  gutsuuit  LleHTp  mcuxivyHOTO

M. Binauns 3]I0pOB'st 3 KOHCYJbTaTHUBHUM HPUHOMOM,
JTKKaMU JIEHHOTO nepeOyBaHHs Ta

i07000BOr0 mepedyBaHHs: BifaineHHS Nel6
TicUxiaTpuyHe ajsi aiTei, M. Binauist

K.M.H. Maptuntok B.1O.

JepxaBHuil 3aknaj «YKpaiHCbKHM MEAUYHUN
HeHTp peabimitanii fgiTeli 3 OpraHiYHUM
ypaX€HHSIM HEpBOBOi cucTeMu MiHicTepcTBa

OXOpOHU 3J10pOB’sl Ykpaiau»,
KOHCYJIbTaTUBHO-I1aTHOCTUYHE  BIJIJICHHS,
M. KuiB

K.M.H. MapTtusiok B.IO.

JlepxaBHe  HEKOMEpLiHE  MIANPUEMCTBO
«YKpalHCbKMI MeTu4Huil LeHTp peadimitarii
JIiTel 3 OpraHiuHUM YpakKeHHSM HEpPBOBOI
cucreMd MiHICTepCTBa OXOpPOHU 370POB’S
VYkpaiany, KOHCYJIbTATUBHO-[IaTHOCTHYHE
Bigminenus, M. Kuis

Howmep ta nata nakasy MO3 mipo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 2674 Bix 18.11.2020




MIPOAOBKEHHS 10JaTKa 7

Ha3ga kiiniuHOro BUNpoOyBaHHS,
KOJI, Bepcis Ta aara

«baratorieHTpoBe BIIKpUTE AOCHIIKEHHS MOJAIBIIONO CHOCTEPEKEHHS IS OLIHKUA TPHBAJIOTO
3acTocyBaHHs Jlakocaminy mepopanbHO B yYacCHHUKIB IOCIHIIKCHHS, SIKI 3aBEPIIWIM Y4acTb y
nocmimxenni EP0034 a6o SP848 i orpumysanu mikyBanus Jlakocaminom», EP0151, 3 monpaBkoro
1 Bix 12 >xoBTHS 2023 poKy

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «PAPMACBIOTIKAJI PICEPY
ACCOYIIMENTC YKPAIHA» (TOB «®PA YKPAIHA»)

CnoHncop, kpaiHa

UCB Biopharma SRL, benbrist

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Ounexcanap I'PIHEHKO

(i amc) (Bnacue im’st ITIPI3BUILLLE)



Jomatox 8

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

03.10.2025 No 1514

Inentudikariist CyTTEBOI MOMPaBKU

3anyuyeHHs JOAATKOBUX MICI[b IPOBEACHHS KIIHIYHOTO BUIPOOYBaHHS:

No
n/m

[1.L.B. BiIMOBIJAILHOTO JOCIITHAKA
Haspa micIisg npoBeieHHs KJIIHIYHOTO BUIPOOYBaHHS

1.

nikap Hoponina M.B.

TOBAPUCTBO 3  OBMEXEHOK  BIAIIOBIAAJIBHICTIO  «APEHCIA
EKCIUIOPATOPI MEJICIH», Bigmii KIiHIYHEX JOCTIDKEHh MEIUYHOTO IICHTPY,
M. KuiB

nixap I'aBpuimiok 1.C.

Komynanene HekoMmepIiiiHe MiANpUeMCTBO «TepHOMUIbCHKUM 00MaCHUM KITIHIYHHIMA
OHKOJIOTIYHHMH Jaucnancep» TepHOMIbChKOI 00MacHOT paau, XiMiOTeparneBTUYHE
BiLIUIEHHS, M. TepHOIIb

nikap 'oteko LIO.

Binokpemnenuit miapo3ain «KimiHiyHa NiKapHS 3 HEBIAKIAIHUX CTaHIB Ta €KCTPEHOI
MeAN4HO1 Aornomorun» KoMyHanbHOro HEKOMEPLIMHOIO MiJMPUEMCTBA «Y3KTOpOJChKa
MichKa OaraTornpogiiabHa KIIHIYHA JIKapHI» YKIOpOoJChKOI MICBKOI pajii, OHKOJIOTIYHE
BiAneHHs, Jlep)KaBHUI BUINMN HaBUaJIbHUW 3aKyiall « Y KTOpOACHKUM HalllOHAJIBHUHN
YHIBEpCHUTET», Kadeapa OHKOJIOTIT Ta paaionorii GpakyabTeTy MiCISAUIIIIOMHOI OCBITH Ta
JTIOYHIBEPCUTETCHKOI MIATOTOBKH, M. Y KIropoa

nikap Jlemenko FO.M.
ToBapucTBo 3 00MeEkeHOI BiAmoBiAanbHICTIO «CremianizoBana kiiHika «JloOpuit
pOorHo3y, JIikyBaJlbHO-IIarHOCTUYHUIN [IEHTP, OHKOJIOTiYHe BiiaiieHHs, M. Kuis

nikap Marge6ypa C.O.
ToBapuctBo 3 oOMexeHOw BiamoBiganbHicTIO «CkaH Jlalkty, MeauuHuil 1UEHTP
«Heitpome», OHKOJIOTIYHE BIIIITICHHS, M. BiHHHIIS

nikap Manuenko /I.B.

ToBapucTBo 3 0OMexeHor0 BianoBiganbHicTIO «KiliHiKa 3710poBoi ponuHu AcTpameny,
JIikyBanbHO-A1arHOCTUYHUI LEHTp «3akapHaTcbKuil IEHTpP XIpypridYHUX 1HHOBAIM
«Actpamen», M. Ykropoa




MIPOJIOBXKEHHS J]01aTKa 8

7. | x.m.H. Mamescbka O.B.
ToapuctBo 3 oOMexeHoro BiamoBimanbHicTIO «BII MEJIIKAJI», oHKOMOTIYHE
BiamiIeHHs, M. Binauig

8. k.M.H. Ocranenko 1O.B.
ToBapucTtBO 3 O0OOMEXEHOIO BiANOBiAaNbHICTIO «Menuunuii weHTp «Meaxays»,
TepaneBTUYHE BiJIiJICHHS, M. IBaHO-DpaHKIBChK

9. | K.M.H., 3aB. Bif. [lonomaproBa O.B.
Komynanene  Hekomepiiiine mignpueMctBo  «KWUIBCBKM  MICBKMW — KIIIHIYHUN
OHKOJIOT1YHHI LIEHTP» BUKOHABUOro oprany KuiBcbkoi Mickkoi paau (KuiBchkoi MicbKOT
JIep>KaBHOI aMiHICTpaIlii), XiMioTepaneBTuyHe BiaaineHHs Nel, m. Kuis

10. | mikap Pexyra A.C.
ToBapuctBo 3 00MEKEHOIO BiAMOBIAANBHICTIO «MIXKHAPOJHUN 1HCTUTYT KIIHIYHUX
JOCIIJKEHbY, cTamioHapHe BiyriieHHss Meauunoro nentpy «Ok!Kninik+», M. Kuis

11. | a.m.H., npod. Pycun A.B.
KomyHanbHe HEKOMEpIliifHe MiIIPUEMCTBO «3aKaprnaTChKUi MPOTHITYXJIMHHUN LEHTP»
3akapnaTchKoi 00JIaCHOT pajii, XIMIOTEpaeBTUYHE BIJTUICHHS, M. Y KIOpOJI

12. | x.Mm.H., 3aB. Bia. lInapuk .B.
Komynanene HekoMmepiiiine mianpuemctBo JIbBiBcbkoi oOmacHOi paau «JIbBIBChKHIA
OHKOJIOTIYHUH  pETiOHaJbHUN  JIKYBJIbHO-IIATHOCTUYHUNA  IIEHTP»,  BIIIIJICHHS
ximioTepanii, M. JIbBiB

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1433 Bix 16.09.2025

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«PangomizoBaHe, 6araToleHTPOBE, MIKHAPOHE, MMOJBIMHE CIIINE KOMIUIEKCHE JTOCHIKEHHS IS
MOPIBHAHHS (hapMaKOKIHETUKH, €(h)eKTUBHOCTI, O€3MEYHOCTI Ta IMyHOI'€HHOCTI npenapary MB11
(3ampornoHoBaHUN OlocuMuIslp HiBoJlymMaOy) B MOpIBHSHHI 13 3apeectpoBaHuM y €C rta CIIA
mikapcekuM 3acobom OmnaiBo (Opdivo®) B maIieHTIB 3 paHillle HETIKOBAHOK MPOTPECYIOUOI0
(Hepe3ekTabenpbHOI0 a00 MeTacTaTHyHOI0) MenanoMoro (mociimkerdss LEON)», MB11-C-01-25,
Bepcid 1.1 (mompaska 1) Bin 04 uepsus 2025 p.

3asBHHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITOBIJIAJIBHICTIO «ITilli/li FOKPEVH», Ykpaina

CnoHcop, kpaiHa

MAOGKkcaiienc Pecepu C.JI., Icnanis (mAbxience Research S.L., Spain)

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Oaexkcanap I'PIHEHKO

(mignuc) (Bnacue im’st [TIPI3BUILLE)



Jomatok 9

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb
03.10.2025 Ne 1514

Inentudikariist CyTTEBOI MOMPaBKU

Onosaenuit po3ain «Sxicte» Jlocke 10CiKyBaHOTO JIiIKapchKOTO 3ac00y Picankizyma0, Bepcis 7.0
B Big 30 ciuns 2025 poky; Indopmarniitna kaptka namienta, Bepceis 2.0 Big 09 rpyans 2024 poky
(YKpaiHCBKOIO, aHTJIHCBKOK 1 POCIMChbKOI0 MoBaMmH), KapTka-HaragyBaHHS Il y4YacHHKA
poJIoBkeHOTO Oe3nepepBHoOro JikyBanHs Bepcis 1.0 Bix 10 rpymas 2024 poxy (yKpalHCHKOIO,
AHTIIICHKOIO 1 POCIMCHKOI0 MOBAMH )

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 341 Bix 26.02.2018

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«bararorieHTpoBe, paHIOMi30BaHe, TOJBIHHE ciine, IIare00-KOHTPOIbOBaHE S2-THXKHEBE
JOCIIJKCHHST MIATPUMYIOUYOi Ta BiIKPUTOI MPOAOBKEHOI Tepamii Ui OIiHKK e()eKTHBHOCTI Ta
0e3mevHOCT1 picaHKi3ymMaly y mamieHTiB 3 xBopoboro Kpona», M16-000, 3 iHKOprOpoBaHUMH
aJMiHICTpaTUBHUMHM 3MiHamu 1, 2, 4, 6, 7, 8, 9 Ta nonpaskamu 1, 2, 3,4, 5,6,7,8,9, 10, 10.1 Ta 11
Bia 04 rpynus 2024 poky

3asiBHUK, KpaiHa

«E60Bi biopapmacsrotikans3 I'm6X», IlIBeiinapis

CnoHcop, KpaiHa

AbbVie Inc., USA

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jomatok 10

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb
03.10.2025 Ne 1514

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa BIAIIOBIJAJILHOTO JOCIIHUAKA:

BYJIO CTAJIO
I.M.H., mpod. Jlemuyk A.B. nikap SAxumenko ['.B.
[IpuBaTHe Maye miANpPUEMCTBO, MeauuHuil | [IpuBaTHe Maye MIANPUEMCTBO, MEIMYHUN
ueHtp «lIlymec», TepameBTuuHe BigaineHHs, | ueHTp «llynmbcy, TepameBTUYHE BiIALICHHS,
M. Binnurs M. Bigauns

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BUIPOOYBaHHS

Ne 1752 Bix 14.10.2024

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PaniomizoBane, MoIBiiHE citine, TU1ane00-KOHTPOIbOBAHE JTOCHIKEHHS (Da3u 2a 3 METOIO OIlIHKH
eheKTUBHOCTI 1 0€3MeYHOCTI MpemnapaTry arymiduiaioHy Nmpu HOro mepopajbHOMY 3aCTOCYBaHHI
OJIUH pa3 Ha 700y MPpOTATOM 12 THXKHIB Y TIOPOCTUX MAII€EHTIB 3 HEKOHTPOJIHLOBAHOIO OPOHX1aTHHOIO
acCTMOIO CEpeIHhOr0 1 BAXXKOI'O CTYHEHIB BakkocTi», D7552C00001, Bepcis 7.0 Bixg 12 rpynHs
2024 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Cnoncop, kpaiHa

«Actpa3eneka Aby, lIBemnis / AstraZeneca AB, Sweden

B.o. HavyaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [IPI3BUILIE)



Jomatok 11

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb
03.10.2025 Ne 1514

Inentudikariist CyTTEBOI MOMPaBKU

VYkpaina, MK-1084-007, Indopmariis Ta 10KyMeHT mpo iHGOpPMOBaHY 3rofy IJjis Tali€HTa s
JIKyBaHHS Micis nporpecyBaHHs xBopoOu, Bepcis 00 Bim 02 BepecHs 2025 poky, yKpaiHCBKOIO
MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1433 Big 16.09.2025

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PangomizoBaHe, BiIKpuTe, OaratoneHTpoBe KiiHiuHe aociimpkeHHs 11 ¢a3u mis ominku 6e3reku
ta edextuBHOCTI MK-1084 y komOiHamii 3 mMmIMIKIpHUM BBEACHHSM TNeMOpomizymady Ta
Oeparianyponinazu anbpa (MK-3475A) y nopiBusauui 3 MK-3475A y xomOiHalii 3 mpemapaTamu
XimMioTepamnii meMeTpeKce oM / IIaTHHO (KapOOoIuTaTHHOM a00 MUCTUIATHHOM) Y SIKOCTI JIIKYBaHHS
TIepILOT JIiHIT JI yYaCHUKIB 13 PO3MOBCIOPKEHUM 200 METaCTaTUYHUM HEII0CKOKIITUHHUM HJIPJI
13 myTariiero KRAS G12C (KANDLELIT-007)», MK-1084-007, Bepcis 00 Big 27 uepBHs 2025 poky

3asiBHUK, KpaiHa

ToBapuctso 3 o6mexkeHo10 BianosiganpHIcTIO «MCJl Ykpainay

Cnoncop, kpaiHa

TOB Mepk Illapn ena Joym, CIHA (Merck Sharp & Dohme LLC, USA)

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jlomatok 12

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb
03.10.2025 Ne 1514

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa Miclig IPOBEICHHS KIIHIYHOIO BUTPOOYBAHHS:

BYJIO CTAJIO
K.M.H. XaByHka M. 4. K.M.H. XaByHka M.51.
KomyHnanbHe HekomepiiiiHe mignpueMcTBo | ToBapuCTBO 3 OOMEKEHOIO BiIOBITABHICTIO
«JIpBIBCBKE TepUTOpialibHE memnune | <KHEMPO®OKYC», M. JIbBiB

00'eqnanna «KiiHiuHA JiKapHA IUIAHOBOTO
JiKyBaHHS, pealOumitanii Ta  mHaliaTUBHOL
JOTIOMOTH», BIJOKPEMJICHHH MIPO3ALT «5-a
JlikapHsi»,  HEBpOJOTiYHE  BUIIUICHHA 3
MEAMYHOI0 peadimitaieto, M. JIbBIB

Howmep ta nata nakazy MO3 mipo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 893 Bix 15.04.2020

Ha3Ba kiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta jara

«Biakpure mNONOBKEHE NOCHIKEHHS YONITyKcHMMaly Y Malli€HTIB 13 PEUAMBHUM PO3CISHUM
ckinepozom», TG1101-RMS303, Bepcist 4.0 Big 31 ciung 2024 poky

3asiBHUK, KpaiHa

TOB «KJHHIYHI BUITPOBYBAHH», Ykpaina

CnoHcop, KpaiHa

Ti/lxu Tepanbrotuke, Iak., CIIIA (TG Therapeutics, Inc., USA)

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIiHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jomatox 13

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

03.10.2025 No 1514

Inentudikaris cyrreBoi nmonpaBku | [HpopmamiiiHui JHUCTOK mMaimieHTa Ta (opma 1HGOPMOBAHOI 3TOAM HA yYacTh Y KIIHIYHOMY
nocmimkenni, Bepeis 3.0 Bix 01 Bepecust 2025 p., yKpaiHCbKOIO Ta aHTIIIWCHKOI0 MOBaMH, JUIS
Ykpainu; 3MiHa Ha3BH MicClisl IPOBE/ICHHS BUIIPOOYBAHHSL:

BYJIO CTAJIO
nikap Bacwiens B.B. nikap Bacuenp B.B.
ToBapucTBO 3 00MEXEHOIO BiIMOBiNaNbHICTIO | JIiKyBanbHO-1IarHOCTUYHHUN IIEHTP TOBAPHCTBA
«Jlim MenuuHu», COMATHYHE BIIJIUICHHS | 3 OOMEXKCHOI BIAMOBIIAIBHICTIO «MeIuuHui
crarfionapy, M. Oneca Him  «Ogmpekcy, comMaTHYHE  BiJUIUICHHS,
M. Oneca

Howmep ta nata makazy MO3 npo Ne 1598 Bix 17.09.2024
MIPOBEACHHS KJIIHIYHOTO

BUIIPOOYBaHHS

Hasga xniniyHoro BunpoOysanns, | «®aza 1 Jocaimkenns ADI-001 Autu-CD20 CAR-inmxeHepHux Anorennux ['amma-Zlensta (y9) T

KOJ, BepcCis Ta JaTa Knitun 'y Hopocnux 3 BosuakoBum Hedpurom abo Cucremnum UYepBonum Bouakom 3
[To3anupkoBuM YpaxenHsam», ADI-202300103, Bepcis 2.2 Big 23 xoBTHs 2024 poky

3asiBHUK, KpaiHa ToBapucTBO 3 06MeXkeHOI0 BianosinanbHicTio «[IBP YKPATHA»

CnoHcop, kpaiHa Adicet Therapeutics, Inc., USA «Anicer Tepanstotikc, [HK.», CionyyeHi mrati AMEpUKH

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIiHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



